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(1) Real Parties in Interest: 



The real party in interest is Caribbean Medical Brokers, Inc., the assignee of record, 
recorded in the records of the Patent Office at reel/frame 014993/0854. 
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(2) Related Appeals and Interferences: 



None known to Appellant. 
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(3) Status of Claims: 



Claims 1-3,5-11, 13-15 and 17-22 are rejected. 



Claims 4, 12 and 16 are cancelled. 
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(4) Status of Amendments: 



There are no unentered amendments filed subsequent to the final rejection. 
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(5) Summary of Claimed Subject Matter: 

There are four independent claims involved in this appeal - claims 1, 5, 1 1 and 18. 
Claim 1: 

Independent claim 1 defines a lancet 10 comprising: 

a lancet body 20 having a distal end 24 and a needle piercing tip 32 projecting therefrom 
{page 5, lines 20-23; figs. 1, 3-6); 

a cap 40 comprising an opening sized for mating engagement with the lancet distal end 
24 (page 7, lines 3-9; figs. 4-7), where in a pre-use configuration the cap 40 is connected to the 
distal end 24 of the lancet body 20 by a frangible junction 50 (page 6, lines 1-4; figs. 1-3, 3A); 

the cap 40 further comprising an interior axially projecting post 46 disposed within the 
opening of the cap 40 (page 6, lines 12-14; figs. 1, 3, 5, 6), whereby the needle piercing tip 32 is 
embedded within the interior axially projecting post 46 in the pre-use configuration (page 6, 
lines 12-1 6; figs. 1-3); 

the cap 40 having at least one tab member 42 projecting therefrom (page 6, lines 18-20; 
figs- I 4-7); 

wherein in a post-use configuration the frangible junction 50 is broken (page 7, lines 20- 
23; figs. 4, 5) and the cap 40 is mounted onto the lancet body 20 with the opening of the cap 40 
receiving the lancet distal end 24 (page 7, lines 3-9; figs. 5-7) and with at least a portion of the 
piercing tip 32 embedded within the interior axially projecting post 46 (page 7, lines 14-16; fig. 
<5). 
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Claim 5: 

Independent claim 5 defines a lancet 10 comprising: 

a lancet body 20 having a distal end 24 and a piercing tip 32. projecting therefrom (page 
5, lines 20-23; figs. 1, 3-6); 

a cap 40 connected to the lancet distal end 24 by a frangible junction 50 with the piercing 
tip 32 embedded therein (page 6, lines 1-4; figs. 1-3, 3A\ the cap 40 comprising an opening 
facing in the distal direction away from the lancet body 20 (page 6, lines 5-16; figs 7-5), the cap 
40 being separable from the lancet body 20 at the frangible junction 50 such that the piercing tip 
32 becomes exposed (page 6, lines 1-4; page 7, lines 20-23; figs. 4 } 5); 

whereby upon separation of the cap 40 from the lancet body 20 the cap 40 is postionable 
upon the lancet distal end 24 such that the opening receives the distal end 24 (page 7, lines 14- 
16; figs. 5-7) and the piercing tip 32 is embedded in the cap 40 (page 7, lines 14-16; fig. <5). 
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Claim 11: 

Independent claim 1 1 defines a lancet 10 comprising: 

an elongated lancet body 20 having a distal end 24 (page 5, lines 20-21; figs. 1-7); 

a shaft 30 disposed within the lancet body 20 and comprising a piercing tip 32 projecting 
from the lancet distal end 24 (page 5, lines 21-23; figs. 1 } 5-6); and 

a removable cap 40 having a first position connected to the lancet distal end 24 by a 
frangible junction 50 with the piercing tip 32 embedded within the frangible junction 50 (page 6, 
lines 1-4; figs. 1-3, 3 A), the cap 40 comprising a generally cylindrical opening coaxially aligned 
with the shaft 30 and facing in the distal direction away from the lancet body 20 (page 6, lines 5- 
16; figs 1-3); 

the cap 40 being removable from the lancet body 20 by destruction of the frangible 
junction 50 (page 7, lines 20-23; figs. 4, 5), 

whereby the cap 40 has a second position such that the opening of the cap 40 is facing 
toward the lancet body 20 such that the distal end 24 of the lancet body 20 is received by the 
opening (page 7, lines 14-16; figs. 5-7) and the piercing tip 32 is embedded in the cap 40 (page 
7, lines 14-16; fig. 6). 
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Claim 18: 

Independent claim 18 defines a lancet 10 comprising: 

an elongated lancet body 20 having a distal end 24 (page 5, lines 20-21; figs. 1-7); 

a shaft 30 disposed within the lancet body 20 and comprising a piercing tip 32 projecting 
from the distal end 24 of the lancet body 20 (page 5, lines 21-23; figs. 1, 3-6); 

a removable cap 40 connected to the lancet distal end 24 by a frangible junction 50 with 
the piercing tip 32 embedded therein (page 6, lines 1-4; figs. 1-3, 3A\ the cap 40 comprising a 
generally cylindrical opening, the cap 40 being generally cylindrical and coaxially aligned with 
the shaft 30 prior to separation of the frangible junction 50 and removal of the cap 40 from the 
lancet body 20 (page 6, lines 5-16; figs l-4)\ and 

at least one tab member 42 projecting radially from the cap member 40 (page 6, lines 18- 
20; figs. I 4-7). 
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In table format for ease of review, the four independent claims with reference to the 
specification and drawings read verbatim as follows: 



X» r\ lollvCl L\J Having 




o nofl 

a pre-use ana 


Page 6, lines 5-16; Figs. 1-3. 


a. puol-UoC CUiiiigulallUIl, 


rage /, lines j-iy, rigs, o, /. 
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oaiu. laiiccL iu wuiiipiioing. 
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baiu cap *tu Luinpribing an opening 


rage / , lines j-y, rigs. 4-/. 


mzcu lur mdiing engagemeni wim saiu lancet 




uibidi cnu zh, 




an interior axially projecting post 46 


Page 6, lines 12-14; Figs. 1, 3, 5, 6. 


disposed within said opening of said cap 40, 




whereby said needle piercing tip 32 is 


Page 6, lines 12-16; Figs. 1-3. 


embedded within said interior axially 




projecting post 46 in said pre-use 




configuration; 
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said can 40 having at least one tab 


Paee 6 lines 18-20' Fies 14-7 
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and at least a portion of said piercing 


Page 7, lines 14-16; Fig. 6. 
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projecting post 46. 
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lidiigiuic j uncuon ju, 




said cap 40 comprising an opening 


Page 6, lines 5-7 tf; F/gs 7-5. 


facing in the distal direction away from said 




lancet body 20, 
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said can 40 senarahlp from said lancet 
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said distal end 24 
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said cap 40. 




ii. /\ lancet iu comprising. 
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position connected to said distal end 24 of said 




lancet body 20 by a frangible junction 50 with 




said piercing tip 32 embedded within said 
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rage /, lines ih-io, rigs. J-/. 


position such that said opening of said cap 40 
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received by said opening 




dim bdiu piercing up jz ib emoeuueu in 


rage /y lines m-io, rig. o. 


said cap 40. 




18. A lancet 10 comprising: 




dn eiongaieci lancet oouy zu naving a 


rage j, lines zv-zi, rigs. i-/. 


Hictnl pnH OA* 
Ulbldl C11U Z*Tj 




a shaft 30 disposed within said lancet 


Page 5, 21-23; Figs. 1, 3-6. 


body 20, said shaft 30 comprising a piercing 




tip 32 projecting from said distal end 24 of said 
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lancet uoay zu. 




a rpmn\/5iV>1p pan 40 

<X iClllUVdUiC vClU *TV/ 




r > r\TTn^r*'f#^r1 \ r\ coin riicfal pyiH OA c\\ oqiH 
LUllilCLLCU lO bdlU U lb Lai CnU Zt Ol bdlU 


i age llrltb i-t, rigs. i-j> 


IdilCCl UOUy Z.U Uy a. liallglUlC JUIlL/llUIl Ju W1LI1 




baiu piciciug up jz euiucuucu uicrcin. 
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40 from said lancet body 20; and 




at least one tab member 42 projecting 


Page 6, lines 18-20; Figs. 1, 4-7. 


radially from said cap member 40. 
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(6) Grounds of Rejection to be Reviewed on Appeal: 



I. Whether Claims 1-3, 5-11, 12-15 and 17-22 are unpatentable under 35 
U.S.C. 103(a) as being anticipated by Morita (US Pat. No. 5,385,571) in view of Stanners (US 
Pat. No. 5,403,288). 
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(7) Argument: 

Rejection under 35 U.S.C. 103(a) over Morita (US 5385,571) in view of Stanners (US 
5.403.288) . 

The Examiner had previously finally rejected the above claims under 35 U.S.C. 102(b) as 
anticipated by Morita '571. Applicant appealed and filed an Appeal Brief. The Examiner then 
reopened prosecution, and withdrew the rejection of claims under Section 102(b), stating that 
Applicant's arguments were persuasive. The Examiner has now rejected the claims on new 
grounds. 

The Examiner has now rejected all claims under Section 103(a) as obvious over Morita 
'571 in view of Stanners '288. 

Claims 1 through 3: 

Independent claim 1 requires in part (reference numbers and emphasis added) "an interior 
axiallv projecting post 46 disposed within said opening of said cap 40, whereby said needle 
piercing tip 32 is embedded within said interior axially projecting post 46 in said pre-use 
configuration " (Fig. 1) and further requires that " in a post-use configuration ... said cap 40 is 
mounted onto said lancet body 20 with said opening of said cap 40 receiving said lancet distal 
end 24 and at least a portion of said piercing tip 32 embedded within said axially projecting post 
46" (Fig. 6). 
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Morita lacks an interior projecting post disposed within the opening of the cap. Instead, 
Morita discloses an elongated recess 42 disposed opposite to the opening 28 (col. 6, line 19). 
The piercing tip 16 of Morita is not disposed within the opening 28 in the pre-use configuration, 
but is instead disposed within the body of the cap itself or within a flange member that is not an 
interior axially projecting post. In the post-use configuration with the cap 14 mounted onto the 
lancet body 20, the piercing tip 16 of Morita extends into the recess 42 and is embedded in the 
closed bottom 30. The structure of Morita is the opposite of that of claim 1, in that the recess 42 
produces a lesser thickness to receive the needle, whereas the post of the claim produces a 
greater thickness. Thus, Morita does not anticipate the elements as set forth in lines 11-15. 

Stanners shows in Figures 26-28 the presence of a rubber plug 141 in the needle cover 
140. Element 141 is exactly what it is defined to be in the '288 patent - a plug, not an "interior 
axially projecting post" (element 46 of the application at hand) as required by claim 1 at hand. 
The plug 141 in combination with the open-ended cover 140 simply creates a closed cap - i.e., a 
cap having a very thick end wall. Combining the teaching of Stanners with Morita would simply 
result in a device wherein the recess 42 of Morita is filled in such that a planar surface is directed 
toward the piercing tip. There is nothing in the known prior art that would teach, suggest, 
motivate or by common sense cause one of ordinary skill in the art to provide Morita or Stanners 
with an axially projecting post , but for Applicant's disclosure. By providing a post member 
instead of a full plug of sufficient thickness to retain the needle tip, a significantly smaller 
volume of material is required to manufacture the product. With a product that numbers in 
millions of units, the savings are substantial. 

Furthermore, one of ordinary skill in the art would have no reason to combine the Morita 
and Stanners references. Adding the teaching of Stanners to Morita would simply result in the 
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filling in of recess 42, which would obviate any benefit in the Morita device of having recess 42 
in the first place. One would simply have a cap of larger mass, which is not beneficial in terms 
of manufacturing costs. The Examiner argues that the combination would be for the purpose of 
embedding the needle tip prior to use "in order to maintain a clean needle end prior to use." 
However, since the cap alone accomplishes this purpose whether or not the needle tip is 
embedded, there would be no motivation or common sense reason to combine the two 
references. 



MORITA 



STANNERS 





COMBINED MORITA AND STANNERS 




INVENTION AS CLAIMED 
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Claims 5 and 7: 

Independent claim 5 requires a cap connected to the lancet body with the "piercing tip 
embedded therein by a frangible junction" (lines 3-4), with the "cap comprising an opening 
facing in the distal direction away from said lancet body" (lines 4-5). As illustrated in Figures 3, 
4, 7, 8 and 1 1 of Morita, when the piercing tip 16 is embedded in the cap 14, the opening 28 does 
not face in the distal direction away from the lancet body. Instead the opening 28 faces in the 
lateral or radial direction transverse to the proximal-distal direction axis. Because of this 
structure, the wall thickness of the Morita device must be increased in order to receive the 
piercing tip 16 in the pre-use configuration (Figs. 7, 1 1), or a separate extension flange must be 
provided (Fig. 3). This added material increases manufacturing costs. 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 

Claim 6: 

Claim 6, dependent on independent claim 5, requires in part (reference numbers and 
emphasis added) cap 40 to comprise "first and second diametrically opposed radially projecting 
tabs 42 " (Figs. 1,4-7). 
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Neither Morita nor Stanners show an embodiment with plural opposed tabs. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 

Claim 8: 

Claim 8, dependent on independent claim 5, requires in part (reference numbers and 
emphasis added) cap 40 to comprise " an interior axiallv projecting post 46 within said opening 
for receiving at least a portion of said piercing tip 32 embedded therein both when said cap 40 is 
connected to said distal end 24 (Fig. 1) §nd when said cap 40 is positioned with said distal end 24 
received by said opening " (Fig. 6). 

Morita lacks an interior axially projecting post disposed within the opening of the cap. 
Instead, Morita discloses an elongated bore 38 or recess 42 positioned axially within the needle 
protector 14 (Figs. 10 and 12). The piercing tip 16 of Morita is not embedded within a post 
member when the cap is connected to the lancet distal end, as there is no post structure in Morita, 
but is instead disposed within the body of the cap itself (Figs. 7, 11) or within a flange member 
that is not an interior axially projecting post (Figs. 3). In the post-use configuration with the 
cover 14 positioned receiving the lancet distal end, the piercing tip 16 of Morita is either 
embedded within the body of the protective cover itself (Fig. 2 prior art and Fig. 6), extends into 
a bore 38 that passes completely through the cover 14 (Fig. 10), or extends into the recess 42 
(Fig. 12). 
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The structure of Morita is the exact opposite in function and structure of that of claim 1 5 
in that the recess 42 produces a lesser material thickness to receive the needle, whereas the post 
46 of the claim produces a greater material thickness. The presence of the post 46 allows the 
piercing tip to be fully embedded in both the pre-use and post-use configuration with only a 
small amount of additional material, as opposed to making the entire bottom of the cap 40 thick 
(as seen in Morita Fig. 6): Likewise, an extended flange member or thick cap sides are not 
required, as opposed to the Morita designs (Fig. 3, 7), again saving material. Less material 
results in cost savings in manufacture. Additionally, the presence of the axially projecting post 
46 acts to better secure the cap 40 on the piercing tip 32 in both the pre-use and, most 
importantly, post-use configurations (after the needle has been contaminated). 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claim 8. 

Claims 9 and 10: 

Claim 9, dependent on claim 8, requires in part (reference numbers and emphasis added) 
cap 40 to comprise "first and second diametrically opposed radially projecting tabs 42 " (Figs. 1, 
4-7). 

Morita shows no embodiment with plural opposed tabs. Stanners shows no structure 
related to the claimed structure discussed above. The combination of Morita and Stanners in no 
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manner provides a teaching, suggestion or motivation, nor is there a common sense result from 
the combination, that would make obvious the invention as claimed in claims 9 and 10 

Claims 11 and 13: 

Independent claim 1 1 requires in part (reference numbers and emphasis added) "a shaft 
30 disposed within said lancet body 20, ...a removable cap 40 having a first position connected 
to said distal end 24 of said lancet body 20 by a frangible junction 50, ... said cap 40 comprising 
a generally cylindrical opening coaxially aligned with said shaft and facing in the distal direction 
away from said lancet body 20 " (Figs. 1-3). 

Morita fails to disclose structure or elements meeting the limiting language of the claims. 
As illustrated in Figures 3, 4, 7, 8 and 1 1 of Morita, when the piercing tip 16 is embedded in the 
cap 14, the opening 28 does not face in the distal direction away from the lancet body. Instead 
the opening 28 faces in the lateral or radial direction transverse to the proximal-distal direction 
axis. Because of this structure, the wall thickness of the Morita device must be increased in 
order to receive the piercing tip 16 in the pre-use configuration (Figs. 7, 11), or a separate 
extension flange must be provided (Fig. 3). This added material increases manufacturing costs. 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 
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Claim 14: 

Claim 14, dependent on independent claim 11, requires in part (reference numbers and 
emphasis added) cap 40 to comprise "first and second diametrically opposed radially projecting 
tabs 42 " (Figs. 1,4-7). 

Morita shows no embodiment with plural opposed tabs. Stanners shows no structure 
related to the claimed structure discussed above. The combination of Morita and Stanners in no 
manner provides a teaching, suggestion or motivation, nor is there a common sense result from 
the combination, that would make obvious the invention as claimed in claims 5 and 7. 

Claim 15: 

Claim 15, dependent on independent claim 11, requires in part (reference numbers and 
emphasis added) cap 40 to comprise " an interior axially projecting post 46 disposed within said 
opening for receiving at least a portion of said piercing tip 32 embedded therein when said cap 
40 is in either said first (Fig. U or said second position " (Fig. 6). 

Morita lacks an interior axially projecting post disposed within the opening of the cap. 
Instead, Morita discloses an elongated bore 38 or recess 42 positioned axially within the needle 
protector 14 (Figs. 10 and 12). The piercing tip 16 of Morita is not embedded within a post 
member in the first position, as there is no post structure in Morita, but is instead disposed within 
the body of the cap itself (Figs. 7, 11) or within a flange member that is not an interior axially 
projecting post (Figs. 3). In the second position with the cover 14 mounted onto the lancet body, 
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the piercing tip 16 of Morita is either embedded within the body of the protective cover itself 
(Fig. 2 prior art and Fig. 6), extends into a bore 38 that passes completely through the cover 14 
(Fig. 10) 5 or extends into the recess 42 (Fig. 12). 

The structure of Morita is the exact opposite in function and structure of that of claim 1 5, 
in that the recess 42 produces a lesser material thickness to receive the needle, whereas the post 
46 of the claim produces a greater material thickness. The presence of the post 46 allows the 
piercing tip to be fully embedded in both the pre-use and post-use configuration with only a 
small amount of additional material, as opposed to making the entire bottom of the cap 40 thick 
(as seen in Morita Fig. 6). Likewise, an extended flange member or thick cap sides are not 
required, as opposed to the Morita designs (Fig. 3, 7), again saving material. Less material 
results in cost savings in manufacture. Additionally, the presence of the axially projecting post 
46 acts to better secure the cap 40 on the piercing tip 32 in both the first and, most importantly, 
second positions (after the needle has been contaminated). 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 

Claim 17: 

Claim 17, dependent on independent claim 14, requires in part (reference numbers and 
emphasis added) cap 40 to comprise "an interior axially projecting post 46 disposed within said 
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opening for receiving at least a portion of said piercing tip 32 embedded therein when said cap 
40 is in either said first (Fig. 1) or said second position " (Fig. 6). 

Morita lacks an interior axially projecting post disposed within the opening of the cap. 
Instead, Morita discloses an elongated bore 38 or recess 42 positioned axially within the needle 
protector 14 (Figs. 10 and 12). The piercing tip 16 of Morita is not embedded within a post 
member in the first position, as there is no post structure in Morita, but is instead disposed within 
the body of the cap itself (Figs. 7, 1 1) or within a flange member that is not an interior axially 
projecting post (Figs. 3). In the second position with the cover 14 mounted onto the lancet body, 
the piercing tip 16 of Morita is either embedded within the body of the protective cover itself 
(Fig. 2 prior art and Fig. 6), extends into a bore 38 that passes completely through the cover 14 
(Fig. 10), or extends into the recess 42 (Fig. 12). 

The structure of Morita is the exact opposite in function and structure of that of claim 17, 
in that the recess 42 produces a lesser material thickness to receive the needle, whereas the post 
46 of the claim produces a greater material thickness. The presence of the post 46 allows the 
piercing tip to be fully embedded in both the pre-use and post-use configuration with only a 
small amount of additional material, as opposed to making the entire bottom of the cap 40 thick 
(as seen in Morita Fig. 6). Likewise, an extended flange member or thick cap sides are not 
required, as opposed to the Morita designs (Fig. 3, 7), again saving material. Less material 
results in cost savings in manufacture. Additionally, the presence of the axially projecting post 
46 acts to better secure the cap 40 on the piercing tip 32 in both the first and, most importantly, 
second positions (after the needle has been contaminated). 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
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nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 

Claims 18 and 20: 

Independent claim 18 requires in part (reference numbers and emphasis added) "a shaft 
30 disposed within said lancet body 20, ...a removable cap 40 connected to said distal end 24 of 
said lancet body 20 by a frangible junction 50, ... said cap 40 comprising a generally cylindrical 
opening, said cap ... coaxially aligned with said cap aligned with said shaft prior to separation of 
said frangible junction " (Figs. 1-3). 

Morita fails to disclose structure or elements meeting the limiting language of the claims. 
As illustrated in Figures 3, 4, 7, 8 and 1 1 of Morita, when the piercing tip 16 is embedded in the 
cap 14, the opening 28 is not coaxially aligned with the shaft. Instead the opening 28 faces in the 
lateral or radial direction transverse to the proximal-distal direction axis. Because of this 
structure, the wall thickness of the Morita device must be increased in order to receive the 
piercing tip 16 in the pre-use configuration (Figs. 7, 1 1), or a separate extension flange must be 
provided (Fig. 3). This added material increases manufacturing costs. 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 
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Claim 19: 



Claim 19, dependent on independent claim 18, requires in part (reference numbers and 
emphasis added) cap 40 to comprise "first and second diametrically opposed radially projecting 
tabs 42 " (Figs. 1,4-7). 

Morita shows no embodiment with plural opposed tabs. Stanners shows no structure 
related to the claimed structure discussed above. The combination of Morita and Stanners in no 
manner provides a teaching, suggestion or motivation, nor is there a common sense result from 
the combination, that would make obvious the invention as claimed in claims 5 and 7. 

Claims 21 and 22: 

Claim 21, dependent on independent claim 20, requires in part (reference numbers and 
emphasis added) cap 40 to comprise " an interior axially projecting post 46 disposed within said 
opening receiving at least a portion of said piercing tip 32 embedded therein when said cap 40 is 
removed from said lancet body 20, reversed and said opening is matingly engaged with said 
lancet distal end 24 " (Fig. 6). 

Morita lacks an interior axially projecting post disposed within the opening of the cap. 
Instead, Morita discloses an elongated bore 38 or recess 42 positioned axially within the needle 
protector 14 (Figs. 10 and 12). With the cover 14 mounted onto the lancet body, the piercing tip 
16 of Morita is either embedded within the body of the protective cover itself (Fig. 2 prior art 
and Fig. 6), extends into a bore 38 that passes completely through the cover 14 (Fig. 10), or 
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extends into the recess 42 (Fig. 12). The structure of Morita is the exact opposite in function and 
structure of that of claim 1, in that the recess 42 produces a lesser material thickness to receive 
the needle, whereas the post 46 of the claim produces a greater material thickness. The presence 
of the post 46 allows the piercing tip to be fully embedded in both the pre-use and post-use 
configuration with only a small amount of additional material, as opposed to making the entire 
bottom of the cap 40 thick (as seen in Morita Fig. 6). Likewise, an extended flange member or 
thick cap sides are not required, as opposed to the Morita designs (Fig. 3, 7), again saving 
material. Less material results in cost savings in manufacture. Additionally, the presence of the 
axially projecting post 46 acts to better secure the cap 40 on the piercing tip 32 in both the first 
and, most importantly, second positions (after the needle has been contaminated). 

Stanners shows no structure related to the claimed structure discussed above. The 
combination of Morita and Stanners in no manner provides a teaching, suggestion or motivation, 
nor is there a common sense result from the combination, that would make obvious the invention 
as claimed in claims 5 and 7. 

For the reasons set forth above, it is respectfully requested that the final rejection of the 
claims at issue be reversed in whole, and that the claims be passed for allowance and issue. 
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Thomas C. Saitta, Reg. No. 32,102 
Attorney for Applicant 

Rogers Towers, PA. 
1301 Riverplace Blvd. 
Suite 1500 

Jacksonville, FL 32207 
904-346-5518 
904-396-0663 (fax) 



The undersigned certifies that this correspondence is being deposited with the U.S. Postal Service as first class mail 
in an envelope addressed to Mail Stop Appeal Brief - Patents, Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 223 13-1450, on the date below. 
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(8) Claims Appendix: 

1 . A lancet having a pre-use and a post-use configuration, said lancet comprising: 

a lancet body having a distal end and a needle piercing tip projecting from said distal end; 

a cap, said cap in a pre-use configuration connected to said distal end by a frangible 
junction, said cap comprising an opening sized for mating engagement with said lancet distal 
end; 

an interior axially projecting post disposed within said opening of said cap, whereby said 
needle piercing tip is embedded within said interior axially projecting post in said pre-use 
configuration; 

said cap having at least one tab member projecting therefrom; 

wherein in a post-use configuration said frangible junction is broken and said cap is 
mounted onto said lancet body with said opening of said cap receiving said lancet distal end and 
at least a portion of said piercing tip embedded within said interior axially projecting post. 

2. A lancet according to claim 1, wherein said cap is generally cylindrical and includes first 
and second diametrically opposed radially projecting tabs. 

3. A lancet according to claim 1, wherein said cap defines an opening sized for mating 
engagement with said lancet distal end and an interior shoulder providing a stop upon 
engagement with said lancet distal end. 

4. (canceled) 
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5. A lancet comprising: 

a lancet body having a distal end and a piercing tip projecting from said distal end; 

a cap connected to said distal end with said piercing tip embedded therein by a frangible 
junction, said cap comprising an opening facing in the distal direction away from said lancet 
body, said cap separable from said lancet body at said frangible junction such that said piercing 
tip is exposed; 

whereby upon separation of said cap from said lancet body said cap is postionable upon 
said distal end of said lancet body such that said opening receives said distal end and said 
piercing tip is embedded in said cap. 

6. The lancet of claim 5, wherein said cap is generally cylindrical and further comprises first 
and second diametrically opposed radially projecting tabs. 

7. The lancet of claim 6, wherein said cap further comprises an interior shoulder providing a 
stop upon engagement with said lancet distal end. 

8. The lancet of claim 5, wherein said cap further comprises an interior axially projecting 
post disposed within said opening for receiving at least a portion of said piercing tip embedded 
therein both when said cap is connected to said distal end and when said cap is positioned with 
said distal end received by said opening. 
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9. The lancet of claim 8, wherein said cap is generally cylindrical and further comprises first 
and second diametrically opposed radially projecting tabs. 

10. The lancet of claim 9, wherein said cap further comprises an interior shoulder providing a 
stop upon engagement with said lancet distal end. 

11. A lancet comprising: 

an elongated lancet body having a distal end; 

a shaft disposed within said lancet body, said shaft comprising a piercing tip projecting 
from said distal end of said lancet body; and 

a removable cap having a first position connected to said distal end of said lancet body by 
a frangible junction with said piercing tip embedded within said frangible junction, said cap 
comprising a generally cylindrical opening coaxially aligned with said shaft and facing in the 
distal direction away from said lancet body; 

said cap being removable from said lancet body by destruction of said frangible junction, 
whereby said cap has a second position such that said opening of said cap is facing toward said 
lancet body such that said distal end of said lancet body is received by said opening and said 
piercing tip is embedded in said cap. 

12. (canceled) 

13. The lancet of claim 11, wherein said cap further comprises at least one tab member 
projecting therefrom. 
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14. The lancet of claim 11, wherein said cap further comprises first and second diametrically 
opposed radially projecting tabs. 

15. The lancet of claim 1 1, wherein said cap further comprises an interior axially projecting 
post disposed within said opening for receiving at least a portion of said piercing tip embedded 
therein when said cap is in either said first or said second position. 

16. (canceled) 

17. The lancet of claim 14, wherein said cap further comprises an interior axially projecting 
post disposed within said opening for receiving at least a portion of said piercing tip embedded 
therein when said cap is in either said first or said second position. 

18. A lancet comprising: 

an elongated lancet body having a distal end; 

a shaft disposed within said lancet body, said shaft comprising a piercing tip projecting 
from said distal end of said lancet body; 

a removable cap connected to said distal end of said lancet body by a frangible junction 
with said piercing tip embedded therein, said cap comprising a generally cylindrical opening, 
said cap being generally cylindrical and coaxially aligned with said shaft prior to separation of 
said frangible junction and removal of said cap from said lancet body; and 

at least one tab member projecting radially from said cap member. 
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19. The lancet of claim 18, said at least one tab member comprising first and second 
diametrically opposed radially projecting tabs. 

20. The lancet of claim 19, said opening being coaxially aligned with said shaft prior to 
separation of said frangible junction and removal of said cap from said lancet body. 

21. The lancet of claim 20, wherein said cap further comprises an interior axially projecting 
post disposed within said opening receiving at least a portion of said piercing tip embedded 
therein when said cap is removed from said lancet body, reversed and said opening is matingly 
engaged with said lancet distal end. 

22. The lancet of claim 21, wherein said cap further comprises an interior shoulder providing 
a stop upon engagement with said lancet distal end. 
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(9) Evidence Appendix 



None. 
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(10) Related Proceedings Appendix 



None. 
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